U.S. Application Serial No. 10/027,725 

Amendment Under 37 C.F.R. 1.1 16 dated December 22, 2004 

In Response to Official Action dated August 25, 2004 

REMARKS 

The Official Action dated August 25, 2004 has been carefully considered. 
Accordingly, the changes presented herewith, taken with the following remarks, are believed 
sufficient to place the present application in condition for allowance. Reconsideration is 

respectfully requested. 

By the present Amendment, claims 25 and 39 are amended ,0 omit the embodiment 
wherein only a heavy ehain or on.y a light ehain as reei.ed is required, and to direet these 
claims to the embodiment wherein both a heavy chain and a light chain as recited are 
required. Claims 26, 28, 30-32, 34-38, 40-42 and 44 are amended to change their 
dependency, and claims 28, 32, 34, 42 and 44 are amended to omit recitation of the modified 
version of the Fab and/or the antibody. It is believed that these changes do no. involve any 
introduction of new matter, and do no. raise any new issues subsequent to final rejection, 
whereby entry is believed to be in order and is respectfully requested. 

In the Official Acfion, claims 45 and 46 were indicated to be allowable. As claims 
26-38 and 40-44 now depend directly or indirectly from claim 45 or claim 46, it is be.ieved 
that these claims are in prima facie condition for allowance. As Applicants previously 
requested the rejoinder of claims 35-38, and these claims now depend from allowed claim 45, 
rejoinder of these claims is proper. Accordingly, reconsideration and allowance of claims 26- 
38 and 40-44 is respectfully requested. 

Claims 25-34 and 39-44 were rejected under 35 U.S.C. §112, firs, paragraph, on the 
basis that the specification does not reasonably provide enablement for any group 2 allergen 
specific human IgE-Fabs having a heavy chain or light chain of the respective recited 
sequence, any group 2 allergen specific human IgG having a heavy chain or a fight chain of 
the recited sequence, any group 2 allergen specific human IgG directed against any Phi p2, 
any diagnosfic reagent comprising any modified version of the IgG and/or the antibody, any 
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" dia^ostic.dte<>r»prisin g ,he reagent, any IgEFab dieted agains, any Phi P 2, or any 

typ elallergy. Thesec.aims were also rejected under 35 U.S.C. § 112, firs, paragraph, as 
contaimng subject matter whieh was not described in the specification in suchaway.o 
.asonabiyeonvey.oones.iiiedm.heartthatthe.nventor.atthet.metheinvenhonwas 

fi.ed had possession of the Cairo invention. The Examiner specified asserted that the 
specification does not provide a written description of the embodiments for whieh the 
specification is asserted to ,ac k enabiement. Finafiy. Cairns 25-34 and 39-44 were rejected 
under 35 U.S.C. §112. second paragraph, as being indefinite. The Examiner asserted that the 
recitationofaheavy chain oraiigh, chair, in Cairns 25, 26, 39 and 40 was ambiguous and 
indefinite because Fab fragments of an antibody require both heavy and Ugh. chains. 

These rejections are traversed with respect ,o presentiy pending Cairns 25-34 and 39- 
44 As noted above, Cairns 25-38 and 40-44 now depend from afiowed Cairn 45 or Cowed 
Cairn 46, and therefore require the combinations of heavy chain and fight chain recited in 
Cairns 45 and 46. Additional, the embodiments directed to the modified versions have 
b eenom„ted from Cairns 28, 32, 34, 42 and 44. Thus, Cairns 26-38 and 40-44 are defimte to 
one of ordinary ski., in the art and are fn.ly described and enab.ed by the present 
specification, in accordance with the requirements of 35 U.S.C. §112. 

Moreover, Cairn 25 is directed to a ^oup 2 C.ergen specific human IgE Fab having a 
heavy chain consisting of an amino acid sequence as shown in SEQ ID NO: 7, SEQ ID NO: 
8, or SEQ ID NO: 9. and a Ugh, chain consisting of an amino acid sequence as shown in SEQ 
m NO: .0, SEQ ID NO: 11, or SEQ ID NO: 12. Claim 39 is directed ,o a group 2 aUergen 
specific human , g E Fab having a heavy chain encoded by a nuc.eic acid sequence as shown 
in SEQ ID NO: 1, SEQ ID NO: 2, or SEQ ID NO: 3, ffld a Ugh, chain encoded by ,he nuctac 
acid as shown in SEQ ID NO: 4, SEQ ID NO: 5, or SEQ ID NO: 6. 
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Thus, these elaims are directed to IgE Fabs having a heavy ehain eonsisting of a 
defined amino aeid sequence or encoded by a defined nuc.eic acid sequence, ad a Hgh, chatn 
of a defined amino acid sequence or encoded by anucleic aeid of a defined sequence. As 
these chums requtre both heavy and hgh, chains, the chums are definite in accordance with 
,he requirements of 35 U.S.C. §112, second paragraph. Moreover, the Examiner, attention is 
directed to the present specification, particufar.y the description of Fig. 4 beginning at page 
,0. fine 3 which teaches one of ordtnary skil. in the art that in the IgE Fabs according to the 
present invention, any of the disclosed heavy chains may be combined with any of the 
disclosed light chains. Partteularly, the specification discloses that the three Phi p2-specifie 
IgE Fabs contain closely related heavy chain fragments which have recombined with 
different hgh, chains. The sequence comparison discussion which follows on pages 10 and 
1 1 teaches one of ordinary skill in the art that any of the recited heavy chains may be 
combined with any of the recited hgh, chains as set forth in claims 25 and 39. Moreover, 
nowhere does the specification indicate that the heavy and light chains must be combined in 
the manner asserted by the Examiner. I, is therefore submitted that claims 25 and 39 are 
similarly fully enabled by and described in the present specification in accordance with the 
requirements of 35 U.S.C. §112, first paragraph. 

Accordingly, claims 25-34 and 39-44 are fully enabled and described in the present 
spectfication and are definite in accordance with the requirements of 35 U.S.C. §112, first 
and second paragraphs. Reconsideration is respectfully requested. 

Claims 32, 34, 42 and 44 were rejected under 35 U.S.C. §102 as being anticipated by 
Steinberger et al, J. Biol. Chem., 271(18):10967-72 (1996). The Examiner referred to Fig. 5B 
with respect to present SEQ ID NO: 10 and Fig. 4 with respect to present SEQ ID NO: 7 
inciudes the sequences d.sclosed by Steinberger et al. Claims 32, 33, 42 and 43 were rejected 
under 35 U.S.C. §103 as being obvious and unpatentable over Steinberger et al in view of the 
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' Frank et al U.S. Patent No. 5,945,294. The Examiner relied on Frank et al as teaching 
diagnostic kits for IgE detection using human Fc epsilon receptor. The Examiner asserted it 
would have been obvious to put an antibody as taught by Steinberger et al in a kit as taught 
by Frank et al for diagnostic assay. 

However, Applicants submit that the diagnostic reagents, diagnostic kits, and vaccines 
defined by the present claims 32-34 and 42-44 are neither anticipated by nor rendered 
obvious over Steinberger et al, alone or in combination with Frank et al. More particularly, 
as noted above, these claims now directly or indirectly depend from allowed claim 45 or 
allowed claim 46. Additionally, the modified versions have been omitted from claims 32, 34, 
42 and 44. Accordingly, the diagnostic reagents, diagnostic kits and vaccines defined by 
these claims are neither disclosed nor suggested by Steinberger et al, alone or in combination 
with Frank et al. Accordingly, these rejections are traversed and reconsideration is 
respectfully requested. 

It is believed that the above represents a complete response to the rejections under 35 
U.S.C. §§ 102, 103 and 1 12, first and second paragraphs, and places the present application 
in condition for allowance. Reconsideration and an early allowance are requested. 

In the event that the present application is still not in condition for allowance, entry of 
the present Amendment for purposes of appeal is requested. 

Respectfully submitted, 
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